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DETAILED ACTION 

The examiner notes the receipt of the preliminary amendment dated 4/27/2004. 
Claims 1-9 are pending. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-3, 5-6, 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bachynsky (U.S. 4,555,397) in view of Kanios et al. (U.S. 5,719,197) and Tanaka 
et al. (U.S. 3,6961 10) and further in view of Cary (US 2001/0014678). 

Bachynsky teach a method for anticholinergic blockage of withdrawal symptoms 
in smoking cessation administering a composition containing 0.1-0.8 mg of atropine, 
0.2-0.4 mg scopolamine and from about 10.0 - 50.0 mg chlorpromazine in a suitable 
carrier (col. 1, claim 1). The reference teach that anticholinergic drugs act predominantly 
at muscarinic sites in the cerebral cortex and following the initial office visit and 
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treatment, the patient may be placed upon oral doses of predominantly centrally acting 
anti-cholinergic drugs for a period of up to two weeks or longer (col. 2, lines 30-39). The 
reference also teach the use of scopolamine patches as a follow up treatment (col. 4, 
line 6). 

The reference does not teach hyoscyamine in the anticholinergic medication in a 
method of minimizing nicotine withdrawal symptoms. 

Kanios et al. teach atropine and hyoscyamine are anticholinergics (col. 17, lines 
66-67, col. 18, lines 2 and 18). 

Tanaka et al. teach atropine and hyoscyamine are optical isomers (See 
Abstract). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to have added hyoscyamine in the anticholinergic medication in a method of 
minimizing nicotine withdrawal symptoms because Tanaka et al. teach atropine and 
hyoscyamine as optical isomers, Kanios et al. teach atropine and hyoscyamine as 
anticholinergics and Bachynsky teach a method of minimizing the physical withdrawal 
symptoms by administering anticholinergic compounds and exemplify atropine as one of 
the compounds in the composition. A person of ordinary skill in the art would have been 
motivated to formulate a composition with hyoscyamine in the anticholinergic 
medication in a method of minimizing nicotine withdrawal symptoms because of 
expectation of success and in achieving similar or better therapeutic benefits in 
substituting one anticholinergic for another. One of ordinary skill in the art would have 
been motivated in expectation of synergistic and or additive effects in adding an 
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anticholinergic agent such as hyoscyamine to a composition consisting scopolamine 
(anticholinergic agent) in the anticholinergic medication in a method of minimizing 
nicotine withdrawal symptoms. 

The references do not teach hydroxyzine in the anticholinergic medication in a 
method of minimizing nicotine withdrawal symptoms. 

Cary teach methods of treating patients for tobacco addiction and nicotine 
addiction for palliating the effects of nicotine withdrawal comprising administering 
antidepressant or an anti~anxiety«compounds (see Abstract). Cary teach that anxiolytics 
have also been administered to treat nicotine withdrawal to counter the mild anxiety 
symptoms that occur during smoking cessation treatment (para 0013, lines 1-3). The 
reference teach that buspirone, an anti-anxiety drug can be used in combination with a 
nicotine receptor antagonist. The reference also teach that hydroxyzine (anti anxiety 
drug) can also be used (para 0027). The reference teach that antidepressants have 
oftentimes been used to treat symptoms of nicotine withdrawal and exemplify bupropion 
(p 1, para 0011, lines 1-3). Cary teach that for oral administrations, the pharmaceutical 
composition disclosed may take the form of a tablet or capsules (para 0054). The 
reference teach an amount of 5-10 mg of buspirone, an anxiolytic in a formulation 
(example 8) in a method to treat tobacco or nicotine addiction. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to have added hydroxyzine in the anticholinergic medication in a method of 
minimizing nicotine withdrawal symptoms because Cary teach that anxiolytics have also 
been administered to treat nicotine withdrawal to counter the mild anxiety symptoms 
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that occur during smoking cessation treatment and further teach hydroxyzine as one of 
the anti anxiety drug. A person of ordinary skill in the art would have been motivated to 
formulate a composition with hydroxyzine in the anticholinergic medication in a method 
of minimizing nicotine withdrawal symptoms because of expectation of success and to 
counter the mild anxiety symptoms that occur during smoking cessation treatment. The 
references do not teach an amount of hydroxyzine in the anticholinergic medication in a 
method of minimizing nicotine withdrawal symptoms. Cary teach an amount of 5-10 mg 
of buspirone, an anxiolytic in a formulation in a method to treat tobacco or nicotine 
addiction. It would have been obvious to one of ordinary skill in the art to use similar 
amounts of hydroxyzine in the formulation in expectation of similar therapeutic benefits. 
The amount of an ingredient in a composition is clearly a result effective parameter that 
a person of ordinary skill in the art would routinely optimize. Optimization of parameters 
is a routine practice that would be obvious for a person of ordinary skill in the art to 
employ. It would have been customary for an artisan of ordinary skill to determine the 
optimal amount of ingredient to add in order to best achieve the desired results. Thus, 
absent some demonstration of unexpected results from the claimed parameters, this 
optimization of ingredient amount would have been obvious at the time of applicant's 
invention. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (U.S. 4,555,397) in view of Kanios et al. (U.S. 5,719,197) and Tanaka et al. 
(U.S. 3,6961 10) and further in view of Cary (US 2001/0014678) as applied to claims 1- 
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3, 5-6, 9 above and further in view of Siebert et al. (US 2005/0107349, effective filing 
date, July 24 2003). 

Bachynsky, Kanios et al., Tanaka et al and Cary's teachings discussed as above. 

The references do not teach glycopyrrolate in the anticholinergic medication in a 
method of minimizing nicotine withdrawal symptoms. 

Siebert et al. teach scopolamine, glycopyrrolate and atropine as muscarinic 
receptor (anticholinergic) antagonists ( para 1237). The reference further teaches an 
amount of muscarinic receptor antagonist to be in the range from about 0.01 mg to 5000 
mg (para 1270, 1311). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to have added glycopyrrolate in the anticholinergic medication in a method of 
minimizing nicotine withdrawal symptoms because Siebert et al. teach scopolamine, 
glycopyrrolate and atropine sulfate are all anticholinergic agents. Bachynsky teach a 
method of minimizing the physical withdrawal symptoms by administering 
anticholinergic compounds and exemplify scopolomine as one of the compounds in the 
composition A person of ordinary skill in the art would have been motivated to formulate 
a composition with glycopyrrolate in the anticholinergic medication in a method of 
minimizing nicotine withdrawal symptoms because of expectation of success and in 
achieving similar or better therapeutic benefits in substituting one anticholinergic for 
another. One of ordinary skill in the art would have been motivated in expectation of 
synergistic and or additive effects in adding an anticholinergic agent such as 
glycopyrrolate to a composition consisting scopolamine (anticholinergic agent) and 
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hydroxyzine in the anticholinergic medication in a method of minimizing nicotine 
withdrawal symptoms. 

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bachynsky (U.S. 4,555,397) in view of Kanios et al. (U.S. 5,719,197) and Tanaka et al. 
(U.S. 3,6961 10) and further in view of Cary (US 2001/0014678) as applied to claims i- 
3, 5-6, 9 above and further in view of Siebert et al. (US 2005/0107349, effective filing 
date, July 24 2003) as applied to claim 4 and further in view of Hudson (U.S. 
6,132,754). 

Bachynsky, Kanios et al., Tanaka et al, Cary's and Siebert et al. teachings 
discussed as above. 

The references do not teach a behavioral modification program or counseling as 
an adjunct therapy to anticholinergic medication. 

Hudson teach a method of helping a patient eliminate tobacco dependency by 
combining medications and behavioral therapy (see Abstract). The reference teach that 
numerous methods to eliminate tobacco dependency have been used including 
hypnotism, psychotherapy, group counseling etc (col. 2, lines 7-10). The reference that 
specific compounds of anticholinergic medications given parenterally provide the initial 
blockade of nicotine receptor sites, thus providing immediate relief to the nicotine 
withdrawal syndrome and oral anticholinergics and scopolamine patches sustain low 
levels of anticholinergic and blocking affinity of nicotine receptor sites (col. 2, lines 66- 
67, col. 3, lines 1-10). The reference also teach benzodiazepines are preferred in 
smoking cessation for the ability to reduce anxiety levels, hypnotic qualities and short 
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half life (col. 3, lines 14-17). The reference teach that implementation of behavioral 
therapy designed specifically for nicotine addiction allows the patient to experience 
physical and emotional pleasure during the cessation period and the brain experiences 
cessation and pleasure as one collective experience and allows change to occur 
naturally (col. 3, lines 21-25). 

It would have been obvious to one of ordinary skill in the art to implement a 
behavioral modification therapy or counseling as an adjunct therapy to anticholinergic 
medication from the teachings of Hudson. Hudson teach combination therapy of 
medications including anticholinergics along with behavioral therapy. One having 
ordinary skill in the art would have been motivated to implement a behavioral 
modification therapy or counseling as an adjunct therapy to anticholinergic medication 
because implementation of behavioral therapy designed specifically for nicotine 
addiction will allow the patient to experience physical and emotional pleasure during the 
cessation period as taught by Hudson. 

Conclusion 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Umamaheswari Ramachandran whose telephone 
number is 571-272-9926. The examiner can normally be reached on M-F 8:30 AM - 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR), system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



*** 




